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Recommendations . '

1) The requested tolerance on stone fruit can be toxicologically

’ supported.

2) The recammendations of the "free-standing” summary are contained
herein.

o

Section F - It is proposed that following an evaluation of the scientific
data supplied with this request and other relevant material, that a
tolerance of 0.2 ppm be established for combined residues of the herbicide
glyphosate and its metabolite aminamethyl phasphonic acid in or on the raw
agricultural commodities stone fruit. .

A. Substance Identification

1. Chemical Name: Sodium N-(phosphoncmethyl)glycine

2. Synonyms: MON-8000, Roundup, glyphosate .

3. Purity of technical material: 98% pure
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Farmulation (Confidential)

Ingredient | Percent Weicht
opylamine salt of glyphosate

100.00
Inerts cleared under 180.1001

Review

A

1.

Memo of 8/22/78 fram R. Engler to R. Taylor. Toxicology Branch has
reviewed the validated studies in support of glyphosate.

Data Considered

®0ral LDS0 Rabbit: 3.8 gmkg (valid)

090-Day Rat Feeding: NOEL = 2000 ppm {valid) iy

°90-Day Dog Feeding: NOEL = 2000 ppm (valid)

“Teratogenic (2 studies) Rabbit: negative at 30 mg/kg/day (highest dose);
repeat studies with higher dose ' :

©2-Year Dog Feeding: NCEL = 300 ppm (valid)

03-Generation Rat Reproduction: NOEL = 100 ppm (valid)

©18-Month Mouse Feeding: no carcinogenic potential at 300 ppm (highest
dose) ; study must be repeated since too many animals are missing.

02-Year Rat Feeding: NOEL = 100 pmm (valid)

Study is adequate to determine the toxic effects, but only marginal

with respect to oncogenic evaluation since too few animals were examined.

As reported the study shows no oncogenic potential.

%Neurotoxicity (hen): negative at 7.5 mg/kg

(cumilative for 3 days) (valid)

°Daminant Lethal (Mice): negative at 10 mg/kg; supplemental study,
no records of positive controls.

®Host-Mediated Assay: negative (valid)

OAmes-Test: negative (supplemental study), raw data available

ORec-Assay: negative (supplemental study), no raw data available.

No new toxicity data were submitted with this petition.
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3. Evaluation of the ADI

'nxewxzsbasedmﬁ\eMOmeppn(Sngﬂcg/day) inaz-year
rat feeding study. This is the most sensitive species for which
chronic toxicity data are available. A 100 fold safety factor
was used to calaulate the ADI.

ADI = Smg/kg/day x 1 = 0.05 mg/kg/day
- 10

The MPI for a 60 kg persan is 3.0 mg/day
4. Tolerances have been established under 40 CFR 180.364.

S. The published tolerances utlize 6.93% of the ADI. Unpublished, TOX

approved tolerances utilize the ADI to 10.80%. The current action
utilizes 0.13% of the ADI. All tolerances on glyphosate utilize
10.93% of the ADI. a:pxherpnntmtisattadxed).

6. No RPAR criteria have been exceeded and no regulatory actions are
pending against the pesticide.
Conclusions and Recommendations

The requested tolerance for glyphosate can be toxicologically supported.
One of the deficiencies in the glyphosate data base is the lack of an
adequate teratology study. It is however concluded that the studies at
hand together with the reporduction study show that glyphosate has low
potential for showing any teratologic

effects. The oncogenic potential of glyphosate is not fully elucidated.
The life-time mouse and rat studies, however, provide adequate assurance
that glyphosate has a relatively low oncogenic potential. ,

A further assurance of low risk associated with glyphosate is found in
the fact that on a thearetical basis exposure via the diet is relatively
low atpresent.
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ACCEPTABLE DAILY INTAKE DATA : L
RAT,Older NOEL - S.F. ADI MP1
ma/kg ____ppm ——mg/kg/day mg/day/60kg
5.000 l0v.00 100 0.0500 3.0000
o . _ Published Tolerances i
- CROP : -* Tolerance Food Factor mg/day/1.5kg
- : Grai ) 0. 100 13.79 002069
- . Avocados( 6) ‘' 0.200 - 0.03 0.00009
t its( 33) - 0.200 3.81 — 0. 01144
» Coffee( -36) 1.000 - 0.75 - 0.01119 -
- Cottonseed( 41) £.000 - 0.158 0.011is0
® Grapes,.inc raisins( 66) 0.100 0.49 ' 0.00074
* -Lea { 80) 0.200 2.78 D.ONR2A
= : Holasses( 96) 2.000. - 0,03 0.00092
- M Nuts(101) 0.200 - 0.10 0.00031
- Pome Fruits(126) 0.200 2,79 . 0.00837
* e ROOt Cropo veqg{138) 0.200 11.00 - 0.03299
- Seedsfod Veg (143) 0.200 3.66 V.01098
- ) £.000 0,92 0.08253
- Palm 0il1(202) 0.100 0.03 . 0.00005
= Kidney (20 1) 0.1u0 —0.,03 0-+-00005—
* Pistacnio nuts(210) - 0.200 0.03 0.00009
- Liver(211) 0.1la0 3.03 000005
- Sugar,canespbeet(154) 0.100 3.64 0.00546
* MP1 TMRC : 4 ADI’
o® 2.0000 ; ia p 1.2078 3 Sk |
b *t*t*tt*ttttt}t*tttﬁtﬁttt*i*ttttttt*tt**t*tit*t*tttttttttttt*t*t
= Unpublisned, Tox Approves 8E2122,9H5196,9r2223
- CROP Tolerance fooc Factor mg/day/1.5kg
& i) 1.900 364 010369
- (ilolasses( 9§) 18.000 0.03 | U.00823
“ Bananas( _7) 4,00 142 000425
:° Olives(104) 0.100 0.06 0.00009
.- 1313 ' THRC % ADI

3 “n“ﬂ*mg#daa#aakg————0~3344—a9#éay+4?5*q—~ 3536

tltlt*t*.ttttt*kiti*t******tt*ttt*tttttt*tttttt‘*tlittt..i.t*.i.

Current Action-. 9F2162

QR - . -3
Chans OP (151 Tolgrggge Foaa1fggt0t mgédgx(%.Skg
MPT ] ™IRe . 3_ARY
3.0000 mg/Say/60kg L.3279. mg/cay/1.5kg 10.93
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